Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3BA

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Mpoaykr @ Hapis™ AxTHBreab (HHMECYIH) rejib A1 Hapy/AHOro MpuMeHeHitd, 1%,20r

Batch No / 1 V230253 Batch Quantity / : 47375 units /
Cepust Ne O0beM napTHH 47375 envHULL
Analytical Report No / : 040001793256 Date of Analysis / : 21.03.2023
AHaauTHUECKHH oTyeT Ne Jlara anaau3a

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlata npou3BOACTBA T'ogeH 10

Analysis performed according ND / Ananu3 npoBe/ieH no HI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 or 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 oT 02.02.2022)

|

Page 1 of 5/ Crp. 1 m35

No . .
No / Test / loka3zareab Result / PesynbTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOPOAHBIH
OnHOpOAHBIH NPO3pa4HBIH Mpo3pauHblii rejb OT 6eClBETHOrO
relh GIEeqHO-KEeNTOro 1etac | A0 GneaHo-kenToro  useta ¢
XapaKTepHbIM 3a1aX0M XapaKTepHbiM 3aI1axoM
2. Identification / IlopauHHOCTH
a) By HPLC / Meronom Complies as prescribed /| The retention time of the main peak
BOXX CoOTBETCTBYET TPEOOBAHHAM in the chromatogram of test solution

should correspond to the retention
time of the main peak in the
chromatogram  of nimesulide
reference standard solution (section

Assay) / Bpems yaepKuBaHHA
OCHOBHOT'O THKa Ha
XpOMaTorpamMmme UCTILITYEMOTO

pacTBOpa JOHKHO COOTBETCTBOBATE
BpPEMEeHH yAePKUBaHHs OCHOBHOIO
nMKa Ha XpoMaTrorpamme pacTBopa
CTaHAapTHOro obpasua
HUMeCYyInIa (pazpen
«Konu4ecTBeHHOE onpeneneﬂumu

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [TpOAYKT COOTBETCTBYET tpeGosannsm HJ 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/ Executive /
[MoxrotosneHo: Pravesh ITposepeno: Naresh Kumar Opo6peno: Menemxep / PykoBOAKTE b
Rana | Kusum Lata \ :

s W R\

e

Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2023 Jlata: 21.03.2023 Jara: 21.03.2023

Registered Office: 8-2-

Tel: 491

CIN: L85195AP1984PLC004507
www.drreddys.com

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
40 4900 2900, Fax: +91 40 4500 2999, Email:

mail@drreddys.com
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Product . Nise Activgel (nimesulide) gel for external use, 1 %, 20 g ]
Ipoaysr Haitz® AKTUBreb (HUMECYIHL) redib s HapyAHOTO NPUMEHCHHA, 1%,20r

Batch No / : V230253 Batch Quantity / :+ 47375 units /
Cepusi Ne O06beM MapTHH 47375 enuHULL
Analytical Report No / : 040001793256 Date of Analysis / : 21.03.2023
AHanuTHYecKHii oT4eT Ne JlaTa ananu3za

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025

Jlara npoH3BoJCTBA T'ogen g0

Analysis performed according ND / Anaju3 npoBeieH 1o HJI: JI11-005923-191119 (amend Ne 1 from

u9.03.2020 J mam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / wam. Ne 2 ot 02.02.2022)
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No /

Test / Iloka3zaTenab
Ne

Result / PesyabTar

=

Specification / Hopma

b)By UV spectro-

V®-crieKTpodoTOo
METpHH

photometry / Meronom

Complies as  prescribed  /
CooTBeTCTBYET TPeOOBAHHAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VY-
CNEKTP TOTIOWEHHs UCTIBITYEMOro
pacTBOpa JOJDKEH MMETh MAKCUMYM
forsommenns mpu 39745 um

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Maceca than 20.0 g) / B coOTBETCTBUM C
COJePAKUMOro YIaKOBKH TpeGOBaHHAMHU

['® PO. (He menee 20,0 1)
4. | pH 3.22 From 2.5 to 4.5/ 01 2,5 no 4,5

5, | Viscosity / BaskocTb

995.3 centipoise /
995.3 canTUIlya3s

From 400 to 1200 centipoise /
Ot 400 no 1200 canrtuIryas

6. | Related impurities / PoaxcrBeHHbIC NPHMECH

i. | Impurity C/
[Mpumecs C

Not detected / He obHapy»keHa

ii, | Impurity D/
IMpumeck D

Not detected / He oOHapykeHa

iii. | Any other impurity /

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6omnee 0,50 %

Not more than 0.50 % /

Jlio6as xpyras npumech

0.04 %

He 6onee 0,50 %

Remarks : The Product conforms to ND/

Hpumeuanne: [1poayKT COOTBETCTBYET tpeGosanuam HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
Hoarorosneso: Pravesh

Checked by /
IIpoeepeno: Naresh Kumar

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoauTeb

Rana Ve Kusum Lata ek &
(M N~
il »
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.03.2023

Jara: 21.03.2023

Jlata: 21.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Product . Nise Activgel-(nimesulide) gel for external use, 1 %, 20 g

[IpoayxT Haiiz® AxTHBrenb (HUMECVITijL) reib s HapysKHOro NPpUMEHCHHS, 1%,20r

Batch No / 1 V230253 Batch Quantity / : 47375 units /
Cepns Ne O0beM NAPTHH 47375 eaAnHULY
Analytical Report No / : 040001793256 Date of Analysis / : 21.03.2023
AHAJUTHYECKHH oTyeT No Jara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Hara npou3BoicTBA T'onen 1o

Analysis performed according ND / AHa/u3 npoBeaeH no HJL: JI[1-005923-191119 (amend Ne 1 from

@.03.2020 /wsm. Ne 1 o1 19.03.2020. amend Ne 2 from 02.02.2022 / w3m. Ne 2 ot 02.02.2022)

Page 3 of 5/ Crp. 3 u3 5.

No /

Test / Ilokazareanb
Ne

Result / PesyabraT

Specification / Hopma

Total impurities /
CyMma npumecen

v.

0.1 %

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Muxpo6uonorayeckas 4acrora

i. | Total Aerobic Microbial
Count / O6111ee Yucio
a3poOHBIX MUKPO-
OpraHu3MOB

rpvboB

i1l

iv. | Staphylococcus aureus

ii. | Total Combined Yeast and
mould count / Ob1ee yucmo
JPONOKEBBIX U TUIECHEBBIX

Pscudomonas aeruginosa

NA

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcrBue B 1 ¢

Should absent in 1 g/
OrcyrcTBUE B 1 T

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: [Tpoaykr coorsercTyeT Tpebosatusm HIL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosieHo: Pravesh ITposepeno: Naresh Kumar Onobpeno: Menemxkep / PykoBoauTeb
Rana » Kusum Lata "\ o

/L @/ B S

/ —

Reprint Date / Reprint Date / Reprint Date /
Jara: 21.03.2023 JMara: 21.03.2023 Jara: 21.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHATH3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

poaykr Hajiz" AkTHBreNnb (HUMECYITH) refb JUls HAPYAKHOTO ipumerenns, 1 %, 20 T

Batch No / : V230253 Batch Quantity / + 47375 units /
Cepust Ne O6BbemM napTHH 47375 ennHuLy
Analytical Report No / : 040001793256 Date of Analysis / : 21.03.2023
AnanaTuyeckmii oryer No Jara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npon3BoacTBa T'osen 1o

Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 or 19.03.2020. amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 4 of 5/ Crtp. 4 u3 5

8 Assay / KontnuyecTsennoe onpeaeiienue

9.86 mg/9.86 mr
(98.6 %)

9.0 mg to 11.0 mg of C13H12N2Os8
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr Ci3H;2N205S
(numecynun) (ot 90,0 % no

110,0 % oT HOMHHAJILHOTO
coaepxanus) B 1 rrens

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHeOS
(mumetuncynbGokcua) oT
HOMHHAJIBHOIO COAEPIKaHMA

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide / 100.3 %

Jumeruncynbdoreng

Remarks : The Product conforms to ND/

IIpumeuanne: [TpoaykT cootBeTcTBYET TpeboBanusm H/T

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Pravesh ITposepeno: Naresh Kumar Onobpeno: Menemkep / Pykosoaurenb
Rana . @ Kusum Lata " '\\\&f‘; .

4 -
Reprint Date / Reprint Date / Reprint Date /
Iara: 21.03.2023 Jata: 21.03.2023 Jlarta: 21.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUO®UKAT AHAJIU3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
HpoxykT Hait3" AxtHBrens (HUMeCynA) rejb JUIs HAPYXKHOrO MpUMEHeHHs, 1 %, 20 ¢
Batch No / 1 V230253 Batch Quantity / : 47375 units /
Cepns Ne O0bem napTuu 47375 envHun,
Analytical Report No / : 040001793256 Date of Analysis / : 21.03.2023
Ananuragyeckuii oryet No JlaTa aHaJH3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jata npouMsBoacTBa I'open go
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

PageSof5/Crp. Su3 5

10 | Packaging / Ynakoska

Package / Ynakoka - 20 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Tlo 20 r B TyOy u3
JIAMHUHUPOBAHHOIO

ATIOMHHMS, CHa0XKEHHYIO
MeMOpaHOi Ui KOHTpONs
nepBoro BCKphITHA. Kaxmyro
Ty0y BMECTE€ C MHCTPYKUHEH
MO NPUMEHEHUIO NTOMELIAIoT B
MayKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 gor
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r uau 100 r B TYOY U3
JIAMUHHPOBAHHOTO ANMIOMUHMS,
cHab)keHHYl0 ~ MeMOpaHoW — ang
KOHTpPONsS.  MEpPBOrO  BCKPBITHSL.
Kaxnayto TyOy BMECTE C
WHCTPYKUHEH 10 NPUMEHEHHIO
MOMEIAIOT B [TAUKY KAPTOHHYIO.

11 |Labeling / MapkunpoBka

According to ND / B coorsetrcTeun ¢ HJ|

12 [ Storage / XpaHeHue

25 °C. He 3aMopaxuBaThb.

Store below 25 °C. Do not freeze./ IIpu Temnepatype He Bbllli€e

13 | Shelf life / Cpok rogHocTH

2 years / 2 rona

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[Toka3aTesib MOKET OTCYTCTBOBAThH B cepTH(HKaTe aHANH3a npon3BoauTens. IlpoussoauTens
rapaHTHpyeT KayecTBO NpenapaTa no 3THM NOKa3aTe M.

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaximouenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo: Pravesh

Rana {K,

Checked by /
IMpoeepeno: Naresh Kumar

b

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurenn
Kusum Lata

e

Reprint Date /
Jata: 21.03.2023

Reprint Date /
Jara: 21.03.2023

Reprint Date /
Jara: 21.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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